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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 11-19, 21-23, 25, 26, 51, 53, 56-60, 64-65 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Evard, 5,242,396, in view of Chiu et al. f 6,224,535, 
and further in view of Wantink et al., 6,179,810. 

Evard discloses the invention substantially as claimed except for the proximal 
section of the mandrel being annealed. 

More specifically, as to claim 1 1 , Evard discloses a mandrel (26) having a solid 
core comprised of a variable stiffness, non-metal material such as high strength plastic 
(see column 3, lines 38-42, and column 4, lines 28-30) said mandrel uniformly tapered 
from a proximal section to a distal section (see column 3, lines 38-42, and Figure 1), 
and said mandrel adapted to reinforce a catheter (see Figure 1 .) 

As to claim 19, Evard discloses an outer member (17); a hollow inner member 
(14) extending through said outer member; an outer lumen (18) between said inner and 
outer members; and a mandrel extending through said outer lumen, said mandrel 
comprised of a variable stiffness material, said mandrel uniformly tapered, see column 
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3, lines 38-42, from a proximal section to a distal section and said mandrel is adapted to 
reinforce said catheter (see Figure 1 .) 

As to claims 13, 21 and 56, a diameter of said proximal section is larger than a 
diameter of said distal section of said uniformly tapered mandrel, i.e., a diameter 
tapering from the proximal end of the mandrel to the distal end of the mandrel, see 
Figure 1 . 

As to claims 14 and 22, the catheter comprises an inflatable member (12, 22 and 
23) secured to the catheter shaft, wherein said distal section of said mandrel (26) 
extends to a location along the length of the catheter located in the inflatable member, 
see Figure 1. 

As to claims 15 and 23, said distal section of said mandrel (26) extends to a 
location proximal to the inflatable member (see figure 1.) 

As to claims 18, 26 and 51 said mandrel (26) is capable of being formed by taper 
extruding such that said proximal section is stiffer than said distal section (the proximal 
section is stiffer since the distal section is more tapered.) 

As to claims 57, 59, and 65, the mandrel is fixed to the catheter shaft (see 
column 3, lines 38-39.) 

As to claims 58, 60, 64, and 66, an inner tubular member (14) is disposed near 
the mandrel, wherein the inner tubular member is adapted to receive a guidewire (see 
column 3, lines 21-26.) Also, as to claim 64, the mandrel is formed of a polymer 
compatible with a polymer forming the catheter shaft (col. 4, lines 18-30.) 
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As to claims 12 and 53, although Evard teaches that the mandrel may be formed 
from high strength plastic, Evard does not disclose that the plastic material is PEEK 
(i.e., polyetheretherketone). Chiu et al. teaches this limitation. 

Chiu et al. teaches that a mandrel made from PEEK which has sufficient axial 
strength to move a sheath (col. 1 1 , lines 53-57.) It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to form the Evard mandrel 
from PEEK because Chiu et al. teaches that PEEK is a plastic having sufficient axial 
strength as would be desirable for the functions of the Evard plastic mandrel. 

Also, Evard teaches that the proximal end of the polymer mandrel (col. 4, line 30) 
is flattened and secured within the adapter (13) of the catheter by suitable means, (col. 
3, lines 49-53.) Evard gives examples of suitable means such as adhesives but does 
not list annealing as one of the examples. 

Wantink et al. teaches that a polymeric materials may be secured together by 
suitable means such as heat and fusion bonds and adhesives (col. 3, lines 36-39, arid 
col. 6, lines 6-10.) Heat fusion is the same as annealing, which typically involves 
heating and cooling. (Heat fusion involves heating and subsequently cooling to room 
temperature, and thus is the same as annealing.) (Also, annealing, or heating, PEEK, 
according to Applicant's disclosure and arguments, would stiffen the PEEK material, 
giving it a higher crystallinity than if it was not annealed, or heated.) 

Because both Evard and Wantink et al. teach use of known means to bond 
polymeric materials and both list adhesives as an example, and Wantink further lists 
heat fusion as another example, it would have been obvious to one of ordinary skill in 
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the art at the time the invention was made that heat fusion is a functional equivalent to 
adhesives for bonding a polymeric mandrel to a catheter. 


Response to Arguments 

In response to Applicant's argument that the Lee et al. patent applied in the 
previous Office action does not have an effective filing date prior to Applicant's 
application, the claims are now rejected under Evard, in view of Chiu et al., and further 
in view of Wantink et al., as described above, which all have effective filing dates prior 
to Applicant's application. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ann Y. Lam whose telephone number is 571-272-0822. 
The examiner can normally be reached on M-Sat 1 1-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long Le can be reached on 571-272-0823. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 
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